The following changes in haematology parameters from baseline statistically significant (P<0.05) but not clinically significant were identified:
Comparison between visits P-value 0.0143
The following changes in biochemistry parameters from baseline were identified as statistically significant (P<0.05) but not clinically significant.
 Albumin mean was 46 (g/dL) (SD=3) at screening visit. The mean decreased to 44 (SD=3) at Day 0 visit and at Day 28 visit.
 Protein mean was 74 (g/dL) (SD=6) at screening visit. The mean decreased to 72 (SD=5) at Day 7 visit and at Day 28 visit.
Albumin (g/dL)
Screening Comparison between visits P-value 0.0156
ECG changes
The mean (±SD) QT interval at screening visit was 397 msec (±35) for all patients. At Day 0 visit, the mean QT interval significantly increased to 405 msec which was still within the normal ranges of QT and therefore changes were considered not to be clinically significant. 
